
Neomycin 325 Soluble Powder@ 

FREEDOM OF INFORMATION SUMMARY 

ABBREVIATED NEW ANIMAL DRUG APPLICATION 

ANADA 200-050 

Neomycin 325 Soluble Powder’ (neomycin sulfate) 3.5 oz (100 g) and 

50 lb (22.7 kg) packages 

For treatment and control of colibacillosis (bacterial enteritis) caused by Escherichia 
coli susceptible to neomycin sulfate in cattle, swine, sheep, and goats. 

For the control of mortality associated with Escherichia coli organisms susceptible to 
neomycin sulfate in growing turkeys. 

Sponsored by: 

Bimeda, Inc. 
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FREEDOM OF INFORMATION SUMMARY 

GENERAL INFORMATION: 

ANADA 

Sponsor: 

Generic Name: 

Trade Name: 

Marketing Status: 

Supplemental Effect: 

Pioneer: 

INDICATIONS FOR USE: 

DOSAGE: 

A. Dosage Form: 

B. How Supplied: 

C. Amount of Active 
Ingredient: 

D. Route of Administration 

E. Species: 

200-050 

Bimeda, Inc. 
291 Forest Prairie Road 
Le Sueur, Minnesota 56058 

neomycin sulfate 

Neomycin 325 Soluble Powder 

Over The Counter 

To provide for turkeys as an additional approved 
species based upon approval of turkeys in the pioneer 
product, and expiration of exclusivity period. 

Pharmacia and Upjohn Company/NeomixB 325 
NADA 1 l-315 

For the treatment and control of colibacillosis 
(bacterial enteritis) caused by Escherichia coli 
susceptible to neomycin sulfate in cattle, swine, sheep, 
and goats. 

For the control of mortality associated with 
Escherichia coli organisms susceptible to neomycin 
sulfate in growing turkeys. 

Soluble Powder 

3.5 oz (100 g) and 50 lb (22.7 kg) packages 

Neomycin sulfate soluble powder contains 20.3 grams 
of neomycin sulfate (equivalent to 14.2 grams of 
neomycin base) per ounce. 

Orally in drinking water (turkeys) or milk and water 
(other species). 

Cattle (excluding veal calves), Swine, Sheep, Turkeys 
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(new), and Goats. 

F. Labeled Dosage: Cattle, Swine, Sheep, and Goats - 10 mg/lb body 
weight daily in divided doses for a maximum of 14 
days. 

Growing Turkeys - 10 mg/lb body weight daily for a 
maximum of 5 days. 

IV. TARGET ANIMAL SAFETY AND DRUG EFFECTIVENESS: 

Under the provisions of the Federal Food, Drug and Cosmetic Act, as amended by the 
Generic Animal Drug and Patent Term Restoration Act, (53 FR 50460, December 15, 
1988, First GADPTRA Policy Letter) an abbreviated new animal drug application 
(ANADA) may be submitted for a generic version of an approved new animal drug 
(pioneer product). Drug effectiveness data, and human food safety data (other than 
tissue residue data) are not required for approval of an ANADA. An ANADA relies on 
the target animal safety, drug effectiveness, and human food safety data in the pioneer’s 
new animal drug application. Ordinarily, the ANADA sponsor shows that the generic 
product is bioequivalent to the pioneer. If bioequivalence is demonstrated through a 
clinical end-point study, then a tissue residue study to establish the withdrawal time for 
the generic product is also required. For certain dosage forms, the agency will grant a 
waiver from conducting an in vivo bioequivalence study (55 FR 24645, June 18, 1990; 
Fifth GADPTRA Policy Letter; Bioequivalence Guideline, October 2000). 

Based upon the formulation characteristics of the generic product, the sponsor was 
granted a waiver from conducting an in vivo bioequivalence study for neomycin sulfate 
soluble powder. The generic product is administered as an oral solution and contains the 
same active ingredient and drug concentration as the pioneer and contains no inactive 
ingredients that may significantly affect the absorption of the active ingredient. 

The basis for this supplemental ANADA approval was published in 64 FR 3 1498, 
June 11, 1999, and provided for the use of neomycin sulfate in turkey drinking water for 
the control of mortality claim. 

V. HUMAN FOOD SAFETY: 

Tolerances: 

The tolerances established for the pioneer product apply to the generic product. 
Neomycin residues in the uncooked edible tissues of cattle, swine sheep, goats and 
turkeys as published in 21 CFR 556.430 are: 
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7.2 parts per m illion (ppm ) in kidney (target tissue) and fat, 3.6 ppm in liver, and 1.2 
ppm in muscle of cattle (except veal calves), swine, sheep, and goats and a tolerance of 
0.15 ppm is established in m ilk. 

7.2 parts per m illion (ppm ) in skin with adhering fat, 3.6 ppm in liver, and 1.2 ppm in 
muscle of turkeys. 

W ithdrawal Times (2 1 CFR 520.1484): 

Cattle (excluding veal calves) 1 Day 
Swine 3 Days 
Goats 3 Days 
Sheep 2 Days 
Turkeys 0 Days 

Regulatory Method for Residues: 

The regulatory analytical method for detection of residues of the drug is a 
m icrobiological test using Staphylococcus epiderm idis suspension. The method is 
published by the Food and Drug Administration, “Antibiotic Residues in M ilk, Dairy 
P roducts and Animal Tissues: Methods, Reports, and Protocols”, revised October 1968, 
reprinted December 1974. The method is available from  the Food and Drug 
Administration, Center for Veterinary Medicine, 7500 Standish Place, Rockville 
Maryland 20855. 

VI. AGENCY CONCLUSIONS: 

This ANADA submitted under section 5 12(b) of the Federal Food, Drug, and Cosmetic 
Act satisfies the requirements of section 5 12(n) of the act and demonstrates that 
Neomycin 325 Soluble Powder when used under its proposed conditions of use, is safe 
and effective for its labeled indications. 

Final P roduct Labeling [ 100 gram  pouch and 50 pound drum ] and currently approved 
Pioneer labeling [ 100 gram  pouch and a copy of the Compendia for Veterinary P roducts, 
2001, reflecting labeling for the 50 pound drum ] are attached: 

cc: Courtesy copy for the sponsor 
HFV- 199, NADA Orig. [white copy] 
HFV-2, Special Mailing List 
HFV-12 FOI Staff 
HFV- 102, Reserve Copy 
HFV- 102, Greenbook 
HFV-120, Labeling Project 
HFA-305, Dockets Management B ranch 
HFR-CE850, M innesota District Office Copy 
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NEOMYCIN 325 

Neanycin~(coma#rdolml 
Antibacterial 

For the treatment and control of colibacillosis (bacterial enteritis) caused by 
fsc/reric/ria co/i susceptible to neomycin sulfate in cattle (excludtng veal calves), 
swine, sheep and goats. For the control of mortality associated with EscherMa 
coliorganisms susceptible to neomycin sulfate in growing turkeys. 

EACH PACKET CONTAINS: 71.4 g neomycin sulfate (commercial grade) equivalent to 
50 g neomycin. 

FOR ANIMAL USE ONLY 
NOT FOR HUMAN USE 

KEEP OUT OF REACH OF CHILDREN 

ANAOA 200-050, Approved by FOA 

NET CONTENTS: 100 Grams (3.5 Oz) 
Restricted Drug - Use Only As Oirected (California) 

II I Product No.lNECQ02 1 1 1 

8WEOO02-102 100% SIZE 1S”X 6.5” PRINTS PANTOWE 280 PAWONE 175 PANTONE WHITE PROKOTE 



NEOMYCIN 325 

NET COINENIS 100 Grams (3.5 Oz) 
is%2 w l-8 SPW. MI 56058 

6NE6602-162 166% SIZE 16”X 6.5” PRIHTS PANTONE 260 PANTONE 175 PANTONEU17 WHITE PROKOTE 
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NDC 0009-0553-40 

Neomix” 325 
Soluble Powder 
neomycin sulfate (commercial grade) TAKE n*e 

0 8 
OWIM WI 

‘. Antibacterial sImEcTIows 

For Use In Animals Only Store at room temperature 
Add to drinking water-Not for use in liquid supplements 
Dosage and Adminlstration: Administer to turkeys at a dose of 10 mg 
neomycin sulfate per pound of body weight per day for 5 days. Administer 
to cattle, swine, sheep and goats at a dose of 10 mg neomycin sulfate per 
pound of body weight per day in divided doses for a maximum of 14 days. 
Herd/Flock Treatment: Each packet will treat 7150 pounds body weight. 
Therefore, estimate the total number of pounds of body weight of the 
animals to be treated and administer one (1) packet (or portion thereof) for 
each 7150 pounds. The product should be added to the amount of drinking 
water estimated to be consumed in 12-24 hours. Provide medicated water 
as the sole source of water each day until consumed, followed by 
non-medicated water as required. Fresh medicated water should be 
prepared each day. 
Indlvl’dual Animal Treatment: To provide 10 mg neomycin sultate per 
pound of body weight, mix one (1) level teaspoon in water or milk for each 
160 pounds body weight. Administer daily either as a drench in divided 
doses or In the drinking water to be consumed In 12-24 hours. 
Drinking Water: Use the number of packets Indicated below In 256 gallons 
of water, or In two gallons of stock solution used in proportioners set to 
meter one ounce per gallon. 
Swine: 
Pigs Welghing 25 to 50 Pounds . . . . . . . . . . . . . 2 Packets 
Pigs Weighing 50 to 100 Pounds . . . . . . . . . . . . 3 Packets 
Pigs Weiahlng Over 100 Pounds . . . . . . . . . . . . 4 Packets 
Caution:-To administer the stated dosage, the concentration of neomycin 
required In medicated water must be adjusted to compensate for variation 
in age and weight of animal, the nature and severity of disease signs, and 
environmental temperature and humidity, each of which affects water 
consumption. 
If symptoms persist after using this preparation for 2 or 3 days, consult a 
veterinarian. If symptoms such as fever, depression, or going off feed 
develop, oral neomycin is not indicated as the sole treatment since 
systemic levels of neomycin are not obtained due to low absorption from 
the gastrointestinal tract. 
Important: Treatment should continue 24 to 48 hours beyond remission of 
disease symptoms, but not to exceed a total of 14 consecutive days for 
cattle, swine, sheep, goats, and 5 days for turkeys. Animals not drinking or 
eating should be treated individually by drench. 

-------.m.-y Wsmlng: Not for human use. Keep out of 
reach of children. Discontinue treatment prior 

..,.....,..........,...... 3 days 

I PURCHASE SEAL I ’ A withdrawal period has not been established 
for this product in pre-ruminating calves. Do 
not use in calves lo ba processed lor veal. 
A milk discard period has not baen established 

Pharmacla & Upjohn Company for this product in lactating dairy callie. Do not 

Kalamazoo, MI 49001, USA use in female dairy cattle 20 months of age or 
Older. 

I 



h!ep elewaj u! esn iou ~a 'eliim hyp qel3el u! pnpoJd 
s!q] JO~ paqsgqetse uaaq IOU seq poyd pJe%yp yly v 

aq 0 SaAlm UI ESfl iou 00 'SaAe3 6U!leUlUInJ-aJd UI pn 
-poJdS!~Jq~qs!lqeissUa~loUseq~~~~eMeJp~~V 

&; :: :11::11::::[:III:::1I:::::_::::::::::::::::::::::::: -lq 
skep o . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . s+"L 

dew sAep E . . . . . . .._............................................. sleo6 pue eu~s 

:S:& 
aleudoldde JOJ MOlaq paiS!l Srtep 10 JaqUlflU aql iSeal 
]a iq Jaiqhels oi Jopd iuauOeaJl enuycos!(l :(s)h!weM 

'q3UaJp 4 hletlp!A#XJ! FWaJl q p(l lOqS Lk!lsaJO h!yU!JpiOU 
s@m!uy zlaynl lq Skp g pue sieo6 pue daaqs ‘eu~ %IUEZI JOI srlep 
angncwcK, p 1 10 leiol e pwxa oi IOU (nq ‘swotdtuls esewp lo uo!s 
-S!UJBJ aqi pudaq unoq 8p oi pz anu!luw plnoqs iuawieall :lueiAul 

'w~l leU!iSaiU!OJlSe6 
eq UJOJl UO!ldJOSqe mo( Oi ailp pW!eiqO IOU aJe U~hlJOaU 10 SlaAal3!wai 
4s LW!S iuawieali elos erg se paieqpu! iou q u~h~~cau IWO ‘dolanep 
paal ~0 By06 JO uo!sseJdep 'J8Mi se q3ns swoidrub 11 'ue!Jeu!JaieA 
e#lSUW'S~ep~JOZ JojlJO~WsdaJdS~~6u~snJaiJeiS~SJedswoidUJ~s,, 

‘uofldtunsuw lele~ sgIa#e 
qqqm 10 qaea ‘hlp!wnq pue eJnie&wel @~uewuo~~rre pue ‘su6ls asee 
.s!p 10 h!Janas pus ebyeu eql ‘letye 10 lq@am pue a6e u! uo!le!JeA JOI 
aieSUadWo3 01 ~iSn!pe W  iSW JaleM ~ie3IpW U! pJ!llbaJ U!3kUOaU 
10 uo!iewawoa aql ‘a6esop paiets eql Jeis!uype 01 :(s)uo!lnea 

'SJnOq t>zi U! ~ iUWUC0aq OiJ0ie~6uyJ~paqiU! JOSaSOp~p!A!p 
u! q3UaJp e se Jaqi!e ,$ep Jaisyurpv ‘iqB!aM lpoq 10 spuncd og[ pea 
101 yllur JO JaieM u! UOCdSeal  lay (I) au0 xy ‘iq6y @cq 10 punod 
tad aiejlns u!3kuoau 6ul 01 apyold 01 :lUaUJleaJ~ letuyy lWlp!A!pUl 

wognps y~olsaq ayeur 0iJale~ 
10 uolle6 e UI slnyoodsa~ei lane1 6 e~oss!p'~aiem Guy~yp 10 uolle6Jad 
UO!inlOS !fws 10 sa3uno z 6U!JaA!lap SJaUO!iJOdOJd %iewoine u! asn JO, 

‘JaieM GU!YU!JP 10 suolle6 s aie3!paw 11,~ uognlos y3ois s!qijo iuld qae3 
'Jara lo uolle6 au0 01 slnluocdsaiqel lanai x!s ppe 'uoqnlos !~~,oIs e ~04 

'Aep yea paJedaJd aqplnoqs JaieM pai’83!p8w qsay'pa~mba~ se~aie~ 
palespaw-uou Iq pa~ollol 'pawnsuo3 ljiun keep q3ea JaieM 10 a3Jnos 
alas aqi se JaieM paln!paur apIAold sJnoq pz-z~ UI paumsuoa aq oi 
paiewa lajehf Gu~yu!~p ~0 lunoure aqi 01 pappe aq plnoqs pnpoJd aq* 

epauua I 

(ByL'ZZ)sPunod OS:SIN3i&lN 

vad 4  wfo~ddv ‘0~0-00~ vavw 
N3MlllH3 JO H3V3Ii JO IfI0 d33>1 

3Sfl Nt’VUfIH tlOd ION 
AlNO 3Sfl W ’JINV klOzl 

*u!3Atuoau 6  ~LLZ 
01  iualeh!nba (apt36 leyawwos) alejlns u!chuoau 6  SZE :su!eluog punod  4383  

*s/(ayml 6u!~oJ6 u! alejjns U!1/(tUOOU 01 alq! ldagsns 
s1~~s!ue610~/03 E!l/3!JSl/3Sj 41!M palE!3OSSe r(l!lEuOlU 40 IOJlUOCl au! JOj 

+s~eoS pue  'daaqs 'auys 
'(sahle3 leah Gu!pnlaxa) aluw u! alejlns uyhuoau 01  alq!lda3sns!/m epppayq! 

Aq pasnea (sylalua ie!Japeq) s!soll j3eqyo3 lo lo~luo3 pue iuawieall aql JOT 

wweqw 

(aped ~e!mx.uuos) a lejlns u !3huoa~ 

SNOUWIO 
lasvl3M3sao 

89099 N W  'Jnans Q-l 
'OUl 'epeul!g 

Ag paJnps~nue~ 

3wu3nv1 coz C-E0003N8 
L0003N C’ON ~~nPOJd 

WJ~III~~) pawa sv 4~0 asn - ha  paww 
.ameJadtual W W J  pallowcx, je aJols 

Tk1!ye3 UJOJI siualum IuataJd 01 pasop ,Q#i!i Jau!elucx, daal 
pue s&q asop AlaJnaas ‘srau!ew pasn Alle!]led GIJUOP uaq,y 

aJnsearJ pJepuels sn = ~n~uoodsa~qe~~arla~4 

Wool w  OS 

spund 5 VJACOI 

PJnod I sPJ!4 CC’i 

spud so vJNmI 
Ptq w 10 ~@~hz ieaq 11~ kp aw u! paurnsuo3 yaw b3 

jaw 01 pappe szfi NIWI~~N 10 ,iwdam aug 
:sAaylnl 

:auwS 

:wM Bwwa loi vwvs Ma 
:sA!olloj sepaU!wJaiap aq 

. 
. 


